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Ortho Molecular Products Inc. 

3017 Business Park Drive 
PO. Box 1060 

Stevens Pomt, WI 5448 1 
7 15.342.9881 Phone 

800.332.2351 
775.342.9866 Fax 

orthomolecularproductwom 

May 17,2005 

Office of Special Nutritional (HFS-450) ; 
Center for Food Safety and Applied Nutrition 

.’ 

U.S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

Dear Sir/Madam: 
~-A..., 

This letter will serve as notification, pursuant to section 403 (r)((ij of the Federal Food, Drug, and 
Cosmetic Act and 2 1 CFR 10 1.93, that O.&o Molecular Products, Inc. is using the following claim on its 
label (see attached labels on page 2). 

Name of Manufacturer: Ortho Molecular Products, Inc. 
30 17 Business Park Drive 
P.O. Box 1060 
Stevens Point, WI 5448 1 

Statement Text: Gastrointestinal Support 

Dietary Ingredients: Vitamin A (as Palmitate), V$arnin C (as Ascorbic Acid USP), Niacin USP, 
Vitamin B12 {as Methyicobalamin), Biotin, Choline Bitartrate, L-Methionine USP, Beet Leaf, Tnositol, 
Milk Thistle Seed Extract (Standardized to contain, 80% Silymarin), N-Acetyl Cysteine, Barberry Root 
Bark, Ox Bile Extract NF (Bovine), Radish Root, Artichoke Leaf Extract (Standardized to contain 5% 
Cynarin), Natural gelatin capsules, Ascorbyl Paimitate, Magnesium Stearate, Microcrystalline Cellulose, 
Silicon Dioxide: 

Dietary Supplement Name: Ortho Liver Forte 

As required, enolosed are two photocopies of this notification. 

I certify that the,information presented and containbd in this notice is complete and accurate, and that 
Ortho Molecular Products, Inc. has substantiation that the statement is truthful and not misleading. 

Sincerely, 

Melissa Slager 
Document Control I Training Manager 
Ortho Molecular Products 
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Ortho Molecular Products Inc. Attachment of Ortho Liver Forte Labels 
30 17 Busrness Park Drive 

PO. Box 1060 
Stevens Point, WI 54481 

715.342.988 I Phone 
800.332.2351 

7 15.342.9866 Fax 
orthomolecularproducts corn 

Suggested Use: As a dietary supplement. 1-2 capsules three! 
ties per day or as remmmended by your health care 
PmfeWnal. Formulated to be free of allergens derived from. 

Asteraces Family. Do not consume the pr&ct ii you are 
pregnant or nursmg. Consult yourphyslaan for fuither ~ 

information. As with all dietary supplements 
0. some indwidusls may not tolerate or may be 

E allergic to Me ingredients used. Please read the 
= srgredlent panel carefully prior to mgestlon. 
- Cease taking this product and wnsui? your 

phywian if you have negative reactiws upon, 
ingestion, KEEP CONTNNW ww ~cm. Sw. AT 
RODM TEMPEWW. &EP UJ I+ REACH OF C!WBRWl 

ie This ofaduct was sealed fw vour amtechon Do 

Gluten, corn, egg, daiiy, peanuts, yeast, srti%ial~cOlrxs and 
flavors This product contatns the followina ootential alleraen 

not use toutaf logoed nacksti or laner W are ! 
missing or damaged, Mfg. by Ortlw Molecular : 
Products, ix, 31117 &iw’w Psrk Drlua:Stew Paint. 
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